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DETAILED ACTION 



Election/Restrictions 



Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 54-78. drawn to a recombinant polynucleotide or an expression cassette 
comprising at least one regulatory element derived from intron 3 of the PSM gene, a 
promoter and a sequence encoding a heterologous polypeptide, classified in class 435, 
subclass 320.1. 

II. Claims 79-84, drawn to a nucleic acid molecule having enhancer activity, a 
vector comprising said nucleic acid molecule, classified in class 536, subclass 23.1. 

III. Claims 85-94, drawn to a method for directing expression of a coding sequence 
in a celt, classified in class 514, subclass 44. 

IV. Claims 95-106, drawn to a method for treating prostate cancer, classified in class 
514, subclass 44. 

V. Claims 95-106, drawn to a method for treating bladder cancer, classified in class 
514, subclass 44. 

VI. Claims 95-106, drawn to a method for treating breast cancer, classified in class 514, 
subclass 44. 

In addition, upon election of any of groups l-VI, further election of the following 
patentably distinct species ts required: 

Any one of the enhancers comprising nucleotides 14,045 to 15,804, nucleotides 
14,760-15,804, nucleotides 14,760 to 16,575, nucleotides 14,045 to 16,575 of the PSM 
gene, or any combination of the above enhancers. 
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Upon election of any of groups I, lll-VI, further election of the following patentably 
distinct species is required: 

Any one of the promoters cited in claims 57, 74, 90, or 100. 
The inventions are distinct, each from each other because of the following reasons: 

Inventions (l-ll) and (lll-VI) are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1 ) 
the process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (M.P.E.P. 806.05 (h). In this instant case, a vector could 
be used for expression a protein, for testing a drug and for treating diseases; a DNA 
sequence could be used for the detection of similar DNA or RNA sequences, for making 
an expression vector, and for producing its encoded protein. 

The products of groups l-ll are patentably distinct, because they are drawn to 
entirely different biochemicals , having different structures. 

The methods of groups lll-VI are distinct from each other because they differ at 
least in objectives, method steps, reagents and/or dosages, and/or schedules used, 
response variables and criteria for success. 

The species enhancers are distinct because they are structurally distinct. 

The species promoters are distinct because they are structurally distinct. 
Because these inventions are distinct for the reason given above and have acquired a 
separate status in the art, and further, because the searches for the groups are not co- 
extensive, and therefore, it would be a serious burden for the Examiner to examine all 
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the groups and species together, restriction for examination purposes as indicated is 
proper. 

Applicants are required under 35 USC 121 to elect a single disclosed group for 
prosecution on the merits to which the claims shall be restricted. Applicant is further 
advised that if Applicant elects a group having species requirement, a response to this 
requirement must include an identification of the species that is elected consonant with 
this requirement, and a listing of all claims readable thereon, including any claims 
subsequently added. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1 .141 . If claims are 
added after the election, applicant must indicate which are readable upon the elected 
species. MPEP 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 USC 1 03 of 
the other invention. 

Applicants are reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 C.F.R. 1 .48(b) if 
one or more of the currently named inventors is no longer an inventor of at least one 
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claim remaining in the application. Any amendement of inventorship must be 
accompanied by a diligently-filed petition under 37 C.F.R. 1 .48(b) and by the fee 
required under 37 C.F.R. 1.17(h). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MINH-TAM DAVIS whose telephone number is 703- 
305-2008. The examiner can normally be reached on 9:30AM-4:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, ANTHONY CAPUTA can be reached on 703-308-3995. The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 
872-9306 for regular communications and 703-872-9307 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0916. 
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